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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 3/12/2007 have been fully considered but they are 
not persuasive. The applicant argues initially that neither Weiss nor KenKnight disclose 
the use of surface electrodes. However, as admitted by the applicant, Weiss discloses 
an electrode for attaching to the heart wall, which inherently has a surface. Therefore, 
the electrodes of Weiss are inherently "surface electrodes." Furthermore, as admitted 
by the applicant, KenKnight discloses positioning electrodes on the thorax of the patient. 
The thorax of the patient also inherently has a surface, and therefore, the electrodes of 
KenKnight are also inherently "surface electrodes." Furthermore, in response to 
applicant's argument that the references fail to show certain features of applicant's 
invention, it is noted that the features upon which applicant relies (i.e., that the surface 
electrodes referred to in the claims does not refer to implanted electrodes) are not 
recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). One of ordinary skill in 
the art would acknowledge that there are a plurality of surfaces both inside and outside 
the body. Indeed, KenKnight specifically discloses that the electrode used is attached 
in the ventral surface of the chest (see Col. 2, lines 38-44). Therefore, without further 
limitation in the claims, one would conclude that a "surface electrode" is merely any 
electrode that contacts a surface, given its broadest reasonable interpretation! As 
examples, US Patent 5,718,145 refers to a surface electrode as one that contacts the 
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larynx (see title), US Patent 6,240,307 refers to a surface electrode 24 that contacts the 
inner endocardial surface of the heart, and US Patent 6,219,581 discusses a surface 
electrode 30 that contacts the epicardial surface of the heart (see figure 3). 

2. Regarding the applicant's arguments that multiple claims recite determining a 
subcutaneous location based on a surface locations, it is never recited that these 
positions are different. The surface locations could be referring to subcutaneous 
surfaces. As described in the previous Office Action and below, KenKnight discloses 
that the electrodes "are positioned on the thorax of the patient" while also being 
implanted under the surface of the skin (col. 2, lines 39-48). In other words, once 
implanted, the electrodes are both "on a thorax" and subcutaneous. As a result, the 35 
USC 103(a) rejections of claims 1-8, 11-15, 18-24, 27, 34-36, 41, 44, 45, 48, 50 and 53- 
58 are still considered proper. 

3. Regarding the arguments about the obviousness-type double patenting rejection 
in view of US Patent 7,047,071 , the claims in the current application refer to rejecting 
subcutaneous electrode locations based on placing electrodes at a location and testing 
the surface pacing level of that location. The claims of US Patent 7,047,071 deal with 
rejecting a patient as a candidate for implantation based on placing electrodes at a 
location and testing the surface pacing level of that location. If after testing a location, a 
patient was rejected as a candidate, the location was inherently rejected as well. The 
double patenting rejection is still considered proper. 

Double Patenting 

4. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
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unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

5. Claims 1-60 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 11-57 of U.S. Patent No. 7,047,071. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because if all of the surface electrode locations were rejected using the 
method of the current application, then a subject would inherently not be suitable to 
receive a subcutaneous defibrillation device, as described in the patent. In other words, 
the same invention is being described, albeit in different terms, in both the current 
application and the patent. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

9. Claims 1-8, 11-15, 18-24, 27, 34-36, 41, 44, 45, 48, 50 and 53-58 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Weiss in view of KenKnight (US 
6,148,230). Weiss discloses an electrode placement method utilizing a plurality of 
electrodes 38 and 50 attached in a fixed geometrical relationship to a support structure 
33, wherein the electrodes are connected to a pulse generator (col. 3, lines 63-67, col. 
5, lines 1-2 and col. 8, lines 20-24). The electrodes are placed at various locations on 
the surface of the heart and patient threshold is tested at each location in order to find a 
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desired stimulating location (col. 5, lines 3-6). As a result, multiple locations may be 
probed and rejected until an electrode location is selected. The testing of a patient 
threshold inherently relates to determining the minimum pacing level required to capture 
the heart. Therefore, a desired stimulating location will have a minimum pacing level 
that meets predetermined requirements. Once this location is found, the lead is affixed 
at the subcutaneous location on the heart (col. 5, lines 6-12). However, Weiss does not 
disclose utilizing electrodes that are placed on a thorax of a patient which relate to 
subcutaneous electrode locations. 

10. Attention is directed to the secondary reference of KenKnight, which discloses a 
plurality of electrodes 22, 24, 26 all located on a support structure 20 for the purpose of 
pacing a heart (col. 2, lines 33-38). KenKnight discloses that the electrodes "are 
positioned on the thorax of the patient" while also being implanted under the surface of 
the skin (col. 2, lines 39-48). In other words, once implanted, the electrodes are both 
"on a thorax" and subcutaneous. Therefore, if the method of Weiss was carried out 
using the electrode positions and teaching of KenKnight, once a desired pacing location 
was found, it would inherently correspond to an acceptable subcutaneous electrode 
location. Furthermore, KenKnight is silent as to how the exact locations of the 
electrodes are determined. Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of the applicant's invention to use the electrode placement 
method of Weiss with the electrodes and locations as taught by KenKnight in order to 
find the locations that allow the lowest pacing levels possible, which helps to decrease 
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both the pain felt by the patient and the drain that occurs on the battery with each 
pacing pulse. 

1 1 . Regarding claims 8 and 41 , the two electrodes of Weiss are considered to be an 
array. 

12. Regarding claims 11, 12, 22, 23 and 35, the support structure 33 is also 
considered a housing, and when the electrodes are implanted at a selected location, the 
structure is inherently implanted as well. 

13. Regarding claims 13 and 14, if all of the locations are rejected, then a patient is 
inherently not suitable to receive a subcutaneous cardiac stimulation system. 

14. Regarding claims 15, 24, 55 and 57, the electrodes will inherently be placed in 
relation to various parts of the heart. 

15. Regarding claims 53 and 56, Weiss discloses rotating the electrode 50 relative to 
the electrode 38 (see figure 5). 

Allowable Subject Matter 

16. Claims 9, 10, 16, 17, 25, 26, 28-33, 37-40, 42, 43, 46, 47, 49, 51, 52, 59 and 60 
would be allowable if a timely filed terminal disclaimer in compliance with 37 CFR 
1.321(c) or 1.321(d) were filed to overcome the nonstatutory obviousness-type double 
patenting rejectio] set forth in this Office action and to include all of the limitations of the 
base claim and any intervening claims. 

17. As allowable subject matter has been indicated, applicant's reply must either 
comply with all formal requirements or specifically traverse each requirement not 
complied with. See 37 CFR 1.111(b) and MPEP § 707.07(a). 
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Conclusion 

18. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric D. Bertram whose telephone number is 571-272- 
3446. The examiner can normally be reached on Monday-Thursday from 8:30-7 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on 571-272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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